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"{E Flua MEDICAL PRODUCTS REPORTING PROGRAM

‘ A. Patient information

B. Adverse ey ent-t

i T X Adwerezevent and/or D Product problem (a.g.. deledshnallunctions)

{noll Pharmaceutical Company

';Onﬁcum Mtriduted 1o adverse event
1 (check an that apply)

—

—

D disability
congenital anomaly
required intervention to prevent
permanent impainnem/damage

D hospitafization - initial of prolonged D‘other:
—_—

3 Oste ot 4. Cuamot
evern 03/722/98 this report 01/15/99
o dewyry (mo/deytyr)

5. Describe event or probiem

Elevated liver funct ion

A physician reports that a female (48 years
old at the time of the event) initiated

] Vicodin ES (dose unknown) in 1991 for pain.
|

{

- ———

She developed elevated liver function tests
(exact labg and values unknown)
N approximately in Mar-1995. fThe event
persisted for 6 weeks. Vicodin ES wasg
¥ discontinued and the event abated.

6. Relevamt festalaboratory data, incluging dates

elevated liver function tesgtsg:
values and dates unknown

exac’ labe

Avoroved by FDA on 3224

't raport &
USA005504
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C. Suspect medication(s)
1. Name (give labeled strength & mfrfabeler, ¥ known)

" VICODIN ES :

L]
2. Dose, frequency & route used 3. Therapy dates {# unknown, Qive duration)
om0 (or best sthmate)
" UNK #  ??-2?27-91 ¢o ??-APR-9S
_— —_—
” ” i
3

4. Diagnosis for use (indication)

[2] pain
-_—

”

S. Eventabated stter use siogmace
or dose reduced

" g ycs[] ﬂo.r_“]doesn‘l

o L [P o e

—
6. Lot # (i known) 7. Exp. date (if kroweng X
# UNKNOWN 01 Unksvey 8. Event resppesred atter
—— |8 TR intr ;

o ™~
” O A 0 [ Jyes[ o™X doesnt
9. NDC & - for product pooiiems only (i known) appl
R e

n N1 ” 2] yesD nol doesnt

10. Concomiis.st madical products and therapy dates (exclude treatment of ever)

Y¥ame: NITROBID Dates: UNK to UNK Duration: a few years |
Name: TICLID Dates: UNK to UNK Duration: a few vears i
Name: LASIX Dates: UNK to UNK Duration: & few yearsg + |

!

G. All manufacturers
1. Contact office - Rame/address (& miring site for devices)

Knoll Pharmaceutical Company
3000 Continental Drive - North

2. Phone number
(973) 426-2600

3. Report source

Mount Olive, New Jersey 07828-1234 (check all that appty)
—
! foreign i
i Study H
— ;
. literature !
. consumer 'l
X heaith i
4. Date received by manufacturer 5. professional i
i (ANDA ¥ B9-736 user factity
11/717/3%8 :
IND # .j company
6 IO, protocars e PLA S fepresentative
D distributor
pre-1938 D yes other:
7. Type of report f
(chack at that appyy) orzgm O yes i
P UNITED StTATES |

D S-day D 15-day
D 10-day @ periodic
E {nitiat D follow-up # _____

6. Adverse svent term(s)
HEPATIC FUNCTION ABNORMAL NOS

—t

. Ottver rek history, Including preext g medical conditions (e.9.. aNergies, race, pregnancy,
$Moking and aicohol use, hepatic/renal Qysfunction, ec.)

~

Concomitant disease(s): gevere car accident

in 1991; allergies to PCN, baby aspirin,

Tylenol, some antibiotics (unspecified),'

some antidepressgants (unspecified)}

( diabetes; arthritis; controlled cholesterol
and triglycerides; POsSt~MI and CVA (datesg *

FDA

Submission of a feport does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or

9. Mfr. report number

USA005504

e
100
Suite FCB ~ Ve
USA *
2. Health professi ? 3. Occupati 4. tnitiaf reporter aiso 7
® D sent report to FDA
. i
yes no PHYSICIAN (MD) C’ves Mo  unk |
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B.7. Other rek histary, i g P g conditions (e.g aflergies, race pregnancy. smoking and alcohod yse hepatichrensi Gysivnction, otc.)

[contlnuation:] unknown); gout; treated with Synthroid for an unspecifi €4 disorder
Risk factor(s): nonsmoker
Race: UNK

C.10. Concomitant medical products and therapy dates (exclude treatment of avere
{continuation:) Name: SYNTHROID Datee: ti o UNK Duration: a few Years
Name: ZANTAC Dates: UNK to UNK Durction: a few Years

Name: allopurinol Dates: UER' to UNK Duration: a few years

Name: LOPID Dates: UNK to UNK Dutation: a few years

Wame: Lipitos: heteg: UNK to UNK Duration: a few years

Name: TFEILISATE Dates: UNK to UNK Duration: a few years

Memz:i: insulin Dates; UNK to UNK Duration: a few years

E.!.Nl!n-.lddm:lphoncl

{continuation:} Phone : G

“ - ; -~ T
. * [V
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